
M2 Relational View of E2B Data Elements

B.1.10 
For a parent-child/fetus 
report, information 
concerning the parent

B.1.9.4 
Autopsy-determined 
cause(s) of death

B.1.9.2 
Reported cause of death

B.5 
Narrative case summary 
 and further information

B.4 
Drug Information

B.1 
Patient Characteristics

B.2 
Reaction(s)/Event(s)

B.1.7.1 
Structured information 

B.1.9 
In case of death

B.1.8 
Relevant past drug history

B.4.k.18 
Relatedness of drug to 
reaction(s)/event(s)

A.1 
Identification of the case 
safety report

A.2 
Primary source(s) of 
information

B.4.k.2.2 
Active Drug substance 
name(s)

A.3.1 
Sender

A.3.2 
Receiver

B.1.10.7.1 
Structured information 

B.1.10.8 
Relevant past drug history

*The text in the boxes refers to the attributes within each entity

1 to 1 relationship

1 to (0 or 1) relationship

1 to many relationship

1 to (0 or many) relationship M2 Relational View of E2b Data Element version 2.2 
as per E2B Step 4 and Attribute list version 3.4

A.1.11.1 Source of the 
duplicate and A.1.11.2  
Case report number of the 
suspected duplicate 

Linked report 
includes A.1.12 

B.4.k.17.2 
If yes, which reaction/event 
recurred?

B.3.1 
Structured information


